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REMARKS 

Claim 38 is pending in this application. Claim 38 stands rejected for 
nonstatutory double-patenting of the obviousness type. In addition, the Office Action 
raises several observations regarding the Request for Interference submitted on 
October 8, 2004. These issues are addressed individually below. 

Double-Patenting 

Claim 38 stands rejected under the judicially create doctrine of obviousness- 
type double patenting as allegedly being unpatentable over: 

• Claims 1-76 of U.S. Patent 6,156,558 

• Claims 16-32, 41-43 and 78 of U.S. Patent 6,521,235 

• Claims 22-37 of U.S. Patent 6,541,010 

• Claims 1-91 of U.S. Patent 6,531,135 

These rejections are met by the submission of the terminal disclaimer 
enclosed herewith. Accordingly, withdrawal of these rejections is respectfully 
requested. Applicants note that the submission of this terminal disclaimer in no way 
represents an acquiescence to the outstanding rejections or an acknowledgment that 
the subject matter of Claim 38 is obvious over the cited claims of U.S. Patent 
6,156,558, U.S. Patent 6,521 ,235, U.S. Patent 6,541 ,010 or U.S. Patent 6,531 ,135. 

Response to Observations Regarding Interference 

The outstanding Office Action notes (pages 3- 4 of the Action) that an 
interference between Claim 38 of the above-pending patent application and Claim 9 
of U.S. Patent 6,015,694 (hereinafter, the "the '694 patent") may be appropriate, but 
seeks certain information in order to set up that interference. While Applicants' prior 
Request for Declaration of Interference was submitted pursuant to 37 CFR 1 .608(b), 
it is noted that the same evidentiary documents support a Suggestion of Interference 
under current 37 CFR 41 .202. It is unclear which rule would govern any interference 
so declared, but Applicants respond directly to the questions raised in the 
outstanding Office Action. 
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Applicants agree that an appropriate Count is Claim 38 of the above- 
captioned patent application or Claim 9 of the '694 patent. Applicants also observe 
that Claims 1 - 27 of the '694 patent would correspond to such a Count (/.e M the 
Count would render the claim obvious). 

With regard to 35 USC 135(b), Applicants note that Claim 38 of the above- 
captioned patent application is word-for-word identical to Claim 1 16 in USSN 
09/620,31 1 , with a filing date of July 20, 2000. Claim 1 16 was introduced by 
preliminary amendment on January 1 7, 2001 , prior to January 1 8, 2001 , the 
anniversary date of the issuance of the '694 patent. 35 USC 135(b) only requires 
that an Applicant present, prior to the one year anniversary of the issuance of a 
patent with which it interferes, a claim directed to the same or substantially the same 
subject matter as that claimed in the interfering patent. As the office recognizes that 
Claim 38, as originally presented by Applicants as Claim 116 prior to the one year 
anniversary of the issuance of the '694 patent, renders Claim 9 of the '694 patent 
obvious, and Claim 9 of the '694 patent, if it were prior art, renders Claim 38 of the 
. above-captioned application obvious, it is clear that the original presentation of this 
claim by Applicants in 2000 satisfies the requirements of 35 USC 135(b). 

Applicants also note that 37 CFR 41 .202, like 37 CFR 1 .608 before it, requires 
a statement of how Applicants will prevail on priority. The corroborated Declarations 
of the inventors (Davis and Johnston, Ludwig, Parker, Pushko and Smith) 
corroborated by Caley (working with Davis and Smith), Lind (working with Parker, 
Pushko and Ludwig) and Lofts (working with Smith, Parker, Pushko and Ludwig), 
demonstrate conception and reduction to practice of the invention at issue in 
advance of the patentee. U.S. Patent 6,01 5,694 was USSN 08/931 ,869 filed on 
September 16, 1997, which is a CIP application of earlier-filed USSN 08/376,184 
dated January 18, 1995, which in turn is a CIP of USSN 08/348,472 filed November 
30, 1994. While that application in turn claims priority from earlier CIP parents, it is 
not presumptively entitled to any date earlier than the 1997 filing date of USSN 
08/931 ,869. In prosecution, the earliest possible date for the subject matter of Claim 
9 of the '694 patent was identified by Examiner Mosher as November 30, 1994. 
Applicants' conception and actual reduction to practice, first via in vitro studies, then 
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in vivo studies involving laboratory mice, were completed long prior to this date. 
Applicants' conception, and diligence toward an actual reduction to practice, begins 
prior to the earliest filing date of the parentage of the '694 patent, September 1 5, 
1993. Accordingly, prima facie, applicants are entitled to priority and judgment vis-a- 
vis the '694 patent, and declaration of an interference therewith is respectfully 
requested. 



Respectfully submitted, 




Karen A. Magri 
Registration No. 41,965 
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